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CLAIMS: 

Claims 1-52 (canceled) 

53. (new) A gastro-retentive diagnostic assembly (GRDA) for use in 
determining a condition of a subject's GI tract, comprising a folded single or multi- 
layered device comprising a diagnostic utility, the device prior to folding being 
essentially planar, and included in a delivery system for oral intake, the delivery 
system being adapted to release the device once in said subject's stomach, 
whereupon release said device unfolds into an unfolded shape that results in the 
retention of the device in the stomach. 

54. (new) The GRDA of Claim 53, wherein said diagnostic utility comprises a 
contrasting agent. 

55. (new) The GRDA of Claim 54, wherein the contrasting agent is a 
contrasting agent for X-ray, ultrasound, y- scintigraphy or MRI imaging. 

56. (new) The GRDA of Claim 54, wherein said contrasting agent is retained in 
the device once unfolded for a period of time permitting imaging of the stomach. 

57. (new) The GRDA of Claim 56, wherein the contrasting agent is released 
from the device at a rate so as to permit imaging of the device throughout a 
substantial portion of time of the device's retention in the stomach. 

58. (new) The GRDA of Claim 53, wherein the delivery system is selected 
from a capsule containing the folded device, a tube surrounding the folded device, 
a polymeric coating, a polymer or gel matrix embedding the folded device. 

59. (new) The GRDA of Claim 53, wherein the device comprises a single layer 
comprising said diagnostic utility. 

60. (new) The GRDA of Claim 59, wherein said diagnostic utility is adsorbed 
onto, or embedded in said single layer or is absorbed into a carrier that is attached 
to said single layer. 
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61. (new) The GRDA of Claim 53, wherein the device comprises two layers 
sandwiching said contrasting agent between them. 

62. (new) The GRDA of claim 53, wherein said single or multi-layered device 
comprises a matrix, and said diagnostic utility is adsorbed to, embedded in or 
sandwiched between matrix layers, or is absorbed into a carrier that is attached to 
the layers, or any combination thereof. 

63. (new) The GRDA of Claim 53, wherein said device comprises a polymeric 
composition for maintaining a configuration of the device when unfolded that 
provides for said retention of the device in the stomach. 

64. (new) The GRDA of Claim 63, wherein said polymeric composition is 
attached to said matrix or is integrally formed therewith. 

65. (new) The GRDA of Claim 53, where the device unfolds into a generally 
planar configuration. 

66. (new) The GRDA of Claim 53, wherein folding to yield said folded device 
is by one or more of folding about fold lines, rolling, bending twisting, winding or 
crimping. 

67. (new) The GRDA of Claim 53, wherein said diagnostic utility is associated 
with a vector for delivery of the diagnostic utility to the stomach's lumen, the 
diagnostic utility associated with the vector being releasable from the device when 
the device is in an unfolded state. 

68. (new) The GRDA of Claim 53, wherein said device is folded in an 
accordion-like or fan-like configuration. 

69. (new) The GRDA of Claim 53, wherein said delivery system is a hard 
gelatin capsule. 

70. (new) A method of determining a condition of a subject's GI tract 
comprising: 

administering to a subject with a GRDA comprising a folded single or 
multi-layered device comprising a diagnostic utility, the device prior to folding 
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being essentially planar, and being included within a delivery system for oral 
intake, the delivery system adapted to release the device once in the subject's 
stomach, whereupon release, said device unfolds into an unfolded shape that 
results in the retention of the device in the stomach; and 

retrieving data indicative of a condition of the subject's GI tract. 

71. (new) The method of Claim 70, wherein said diagnostic utility comprises a 
contrasting agent. 

72. (new) The method of Claim 70, comprising imaging of said subject's GI 
tract. 

73. (new) The method of Claim 70, wherein said imaging of the GI tract 
comprises X-ray, ultrasound, ^scintigraphy or MRI imaging. 

74. (new) The method of Claim 71, wherein said contrasting agent is retained in 
the device once unfolded for a period of time permitting imaging of the GI tract. 

75. (new) The method of Claim 71, wherein the contrasting agent is released 
from the device at a rate so as to permit imaging of the device throughout a 
substantial portion of time of the device's retention in the stomach. 

76. (new) The method of Claim 70, wherein the device comprises two layers 
sandwiching said diagnostic utility between them. 

77. (new) The method of Claim 70, wherein said single or multi-layered device 
comprises is a matrix and said diagnostic utility is adsorbed to, embedded in or 
sandwiched between the layers. 

78. (new) The method of Claim 70, wherein upon delivery to the subject said 
device is folded in an accordion-like or fan-like configuration in said delivery 
system. 

79. (new) The method of Claim 70, wherein said delivery system is a hard 
gelatin capsule. 
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80. (new) The method of Claim 70, wherein said data indicative of said 
condition of the GI tract is retrieved when the single or multi-layered device is in a 
generally planar shape. 

81. (new) The method of Claim 70, wherein said data is retrieved within a time 
window of at least 48 hours post administration of the GRDA to the subject. 

82. (new) The method of Claim 81, wherein said time window is of at least 18 
hours post administration. 

83. (new) The method of Claim 82, wherein said time window is of at least 10 
hours post administration. 

84. (new) The method of Claim 82, wherein said time window is of at least 5 
hours post administration. 

85. (new) The method of Claim 70, wherein said diagnostic utility comprises a 
contrasting agent and said method comprises capturing one or more images during 
said time window. 

86. (new) The method of Claim 70, for determining a pathological condition in 
a subject's GI tract. 

87. (new) The method of Claim 86, wherein said pathological condition is a 
condition of the stomach. 

88. (new) The method of Claim 87, wherein said condition is a condition of the 
stomach selected from gastroparesis, gastritis, gastroenteritis, gastric ulcer and 
gastric cancer 

89. (new) The method of Claim 86, wherein said pathological condition is 
selected from irritable bowel syndrome, GI bleeding, GI portal hypertension, 
colitis, diverticulosis, colon polyps, GI cancer, carcinoid, inflammatory bowel 
disease (IBD), GI obstructions and metabolic diseases associated with excess or 
deficient secretion of gut hormones. 

90. (new) The method of Claim 70, for monitoring a change in a pathological 
condition in a subject's GI tract. 
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91. (new) The method of Claim 90, comprising sequential administrations of a 
GRDA to a subject, each administration followed by retrieval of data indicative of 
the condition of the subject's GI tract. 

92. (new) Use of a generally planar single or multi-layered device comprising a 
diagnostic utility for the preparation of a GRDA for oral intake, the GRDA 
comprising said device in a folded configuration and included in a delivery 
system, the delivery system being adapted to release the single or multi-layered 
device once in the stomach whereupon release, said device unfolds into an 
unfolded shape that results in the retention of the device in the stomach. 

93. (new) The use of Claim 92, wherein said GRDA is for determining a 
pathological condition in a subject's GI tract or for monitoring a change in a 
pathological condition in a subject's GI tract during or after providing said subject 
with a treatment for said pathological condition. 

94. (new) A method for preparing a GRDA for use in determining a condition 
of a subject's GI tract, the method comprises: (i) providing an unfolded and 
essentially planar single or multi-layered device comprising a diagnostic utility; 
(ii) folding said device; and (iii) introducing or combining the folded device with a 
delivery system, such that when in the stomach it is released from the delivery 
system, whereupon release it unfolds into an unfolded shape that results in the 
retention of the device in the stomach. 
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